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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTU®HUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabneTKH, NOKPBITHIE MIEHOYHOI 000104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200705

Batch Quantity / O6bem napruun : 776.0 Kg

040001563289, 890001587707

Analytical Report No / Ananuru4yeckuii oruet Ne :

Date of Analysis / JlaTta anannsa: 29.04.2022

Date of Manufacture / {ata npousBoacrsa : Apr-2022

Date of Expiry / Cpok roaHoctu :Mar-2027

Analysis performed according ND / Ananu3s nposeaes mo HJ[: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanue

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancyrnosugHon
dopmbl, NOKPbLITBIE
MEeHOYHOMN oBonoukoi
OpaHXeBoro LjBeTa, C PUCKON
Ha OOHOW CTOPOHe; Ha

nonepeyHom paspese — sapo
Oenoro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBuaHON
opMbl,  MOKpbITbIE  MNSIEHOYHOM
00ONoOYKON OpaHXeBOro LBeTa, ¢
pUCKOW Ha OAHON CTOPOHE; Ha
nonepevyHoMm  paspese Aapo
6enoro unu no4ytn 6enoro LBeTa

Remarks : The Product conforms to ND/
ITpumeuanne: [Tpoaykt coorBercTByeT TpeboBanusM HJI

Opinion : APPROVED
3axmaouenue: OJOBPEHO

Prepared by /
IMoxarotosneHo:

Checked by /
[Ipoeepeno:Pravesh Rana

il

Approved by: Manager/Executive /
OnobpeHo: Menemxep /

Pyxosoaurens :Abhishek Chauhan
L

Ankit -
A
Print Date:

Jata: 29.04. 2022

Print Date:
Jarta: 29.04. 2022

Print Date:
Harta: 29.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

N6yknun®, TabiieTKH, IOKPHITHIE IIEHO4YHOi 000104K0H, 400Mr + 325mr

Batch No / Cepust Ne : V2200705 Batch Quantity / O6bem naptuu : 776.0 Kg

040001563289, 890001587707

Analytical Report No / Ananutudeckuii oryer Ne : Date of Analysis / /laTa anaauza: 29.04.2022

Date of Manufacture / lata npoussoacrsa : Apr-2022  |Date of Expiry / Cpok roanoctn :Mar-2027

Analysis performed according ND / Anann3 nposenen mo H/I: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTtBeTCTBUM C
onucaHwem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxuBaHUs OCHOBHbLIX
MUKOB Ha Xpomarorpammve
UCNbLITYEMOro  pacteopa  AOMMKHbI
COOTBETCTBOBaAThL BpemMeHam
yAEPKMBaHUA MVKOB Ha
Xpomarorpamme pacTsopa
CTaHAapTHbIX obpasuos
wbynpocbeHa u  napaueramona
(pasgen «KonuuecteeHHoe
onpegeneHie»)

3 |Average weight and 969.3 mg
mass uniformity /
CpepHasa macca u
O[HOPOAHOCTL MO
Macce

940,9 mg to 999,1 mg
(970,0 mg = 3,0 %) /

Or 9409 w™Mr pmo 999,11 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He bonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykt cootBeTcTBYeT TpeboBaHUAM HJI

Opinion : APPROVED
3akumouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBiieHo: IMpoeepeno:Pravesh Rana Onobpeno: Menemxep /
Ankit [ PykosomuTens :Abhi?wk Clgauhan
~|n / —
/ — L_/ -
Print Date: Print Date: Print Date:
Jara: 29.04. 2022 Jlarta: 29.04. 2022 Hara: 29.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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&/ °® Formulation Unit-6

Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3ZA

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxanu®, TabeTkH, IOKPBIThIE I1eHOYHOI1 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200705 Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / AHamuTH4Yeckuif oryer No : Date of Analysis / laTta ananusa: 29.04.2022
040001563289, 890001587707

Date of Manufacture / Jlata npousBoacrsa : Apr-2022  |Date of Expiry / Cpok rogsaocrtn :Mar-2027

Analysis performed according ND / Ananu3 nposexen mo H/I: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

4 |Disintegration / 08 minutes 03seconds Not mare than 30 minutes /
PacnapaemocTb He 6onee 30 muH

5 |Dissolution / 97% - 101% NLT 70% (Q) CisH1O2 (lIbuprofen)
PacTBopeHue dissolved in 30 minutes /

He wmenee 70 % (Q) Ci13H1502
(nBynpodeH) yepes 30 MUH

NLT 70% Q) CsHoNO>
99% - 103% (Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO:
(napaueTamon) yepes 30 MUH

6 |Related substances / 0.03 % Total impurities of Ibuprofen NMT
PogcTeeHHble npumecH 1.0% / Cymma npumecei
nbynpodceHa — He 6onee 1,0 %
0.0003 % 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/Boaa 1.2% Not more than 5.0% /
He G6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykt cooteTcTBYeT TpeGoaunsam HJ | 3axmoyenune: ONIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loaroroBneHo: Iposepeno:Pravesh Rana Ono6peno: Menemxep /

Ankit = PyxoBonurens : Abhishek y(.hauhan
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Print Date: Print Date: Print Date: "'

Jara: 29.04. 2022 Hata: 29.04. 2022 Jlata: 29.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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‘. o Dr. Reddy's Laboratories Ltd.

! °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIA3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TablleTKH, NOKPbITHIE 1eHOYHOH 060104K0H, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200705 Batch Quantity / O6nem napruu : 776.0 Kg

Analytical Report No / AHanuTHuecknii oTdeT No : Date of Analysis / JlaTta ananm3a: 29.04.2022
040001563289, 890001587707 '

Date of Manufacture / llata npoussoacrsa : Apr-2022 | Date of Expiry / Cpok rogsocru :Mar-2027

Analysis performed according ND / Ananus nposeaen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3M. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mwukpobuonoruyeckas
YucToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
ObLee yncno
a3pOOHbIX
MUWKPOOPraHM3moB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He G6onee 100 KOE/r
count / OfLee yncno
OPOMOKEBbLIX U

nrnecHesbIX rpnbos Absent / OtcyTcTBYET
c) E. coli Shall be absent in 1g / OtcyTcTBYE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [IpoaykTt cooteTcTByeT Tpeboanusam H] | 3akmodenune: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeno:Pravesh Rana Ono6peno: Menemxep /
Ankit _ PykoBonurens :Ab?ishek f hauhan
/B b J -~
(B i A -
o
Print Date: Print Date: Print Date:
Hata: 29.04. 2022 Hata: 29.04. 2022 Hara: 29.04. 2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykana®, TabieTKH, MOKPHIThIE M1eHOYHOi 060/104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200705

Batch Quantity / O6nem maptuu : 776.0 Kg

040001563289, 890001587707

Analytical Report No / AHanuTH4Yecknii oT4er No :

Date of Analysis / JlaTa ananuza: 29.04.2022

Date of Manufacture / lata npom3soacrsa : Apr-2022

Date of Expiry / Cpok roxsoctu :Mar-2027

Analysis performed according ND / Auanu3 nposener no HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHOPOAHOCTD 2.3 MokasaTens npuemnemocTtu (AV)
403npoBaHns JorkeH 6bITb He Bonee 15,0.
Ibuprofen /
nbynpoder Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.7 MokasaTtens npuemnemoctn (AV)
napaueTamon nomkeH bbiTb He 6onee 15,0.
10 |Assay/ 390.4 mg 360 to 440 mg of CisHgO2
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H150:2
(néynpodheH) B Tabnetke
323.31 mg 2925 to 357.50 mg of CgHsNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO>
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykrt coorBercTByeT TpeboBanuam H/L

Opinion : APPROVED
3akmouenne: OJOGPEHO

Prepared by /
IMoarotoBneHo:
Ankit

(A

Checked by /
ITposepeno:Pravesh Rana

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoauTtens :Abh/’,shek_ hauhan
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Print Date:
JHata: 29.04. 2022

Print Date:
JHara: 29.04. 2022

Print Date:
Hara: 29.04. 2022
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‘.O Dr. Reddy's Laboratories Ltd.

’ .. Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6ykanH®, TabJeTKH, MOKPbITHIE IIeHOYHOH 00010uK0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200705 Batch Quantity / O6bem napthu : 776.0 Kg

Analytical Report No / Ananurudeckuii oTyer Ne : Date of Analysis / [laTa ananu3za: 29.04.2022
040001563289, 890001587707

Date of Manufacture / lata npoussoactsa : Apr-2022  |Date of Expiry / Cpok roguoctu :Mar-2027

Analysis performed according ND / Anann3s nposeaen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/Al 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MNBX/Al 6nuctep. Mo 1, 2 nunn 20

B MBX/Al 6nuctep. Mo 1 BnucTepoB B Nayky KapTOHHYIO
BGnucTepy B navky BMECTE C UHCTPYKLMEN no
KapTOHHYIO BMecTe ¢ NPUMEHEHUIO.

WHCTPYKUKEN Nno

NPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooTseTcTBMmM ¢ HJj

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
roAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanmue: [Tponykt cooteTcTBYeT TpebGoBanuam HJ[ | 3axmodenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHonarorosneHo: [IposepeHo:Pravesh Rana Onobpeno: Menemxep /
Ankit : ( PykoBoaurens ZA?]iShek hauhan
/ -~ .’).1 e
L,-’L = (=
Print Date: Print Date: Print Date:
Hata: 29.04. 2022 Hata: 29.04. 2022 Hata: 29.04. 2022
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